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CERTIFIEDS MAIL
PETUEN RECEIPT PUUZSTED

NOTICE OF ALVLRSEL FINOINGE

Willias 4. Dugan, li.D.
esponsible Head
Universal Reagents, Inc.
1835 North Capitol
Indianapolis, IN 46202

P

Dear Dr. Dugan:

ring an inspection of Universal, heageh.sf Inc., 1933 North Capitol,
IndLana,,oTl\,, Indiana, on May 8 throuq’u 72 1989, rood amd Drug
Administration (FRA) Investigator Lawrenc 2 Bovd documentod the follc ShRe's
cdeviations tram Title 21, Code of edw‘ai h&latimnu 121 CFR), DParts
500-680:

Standard q»eratmc Drocmureq {S0bs )

Written standard operating procedures ar oot properly ru ntainc-j
raquired tc> inciude all steps to pe followed in the roCcIssing,
CrR rO\“,‘d’q(O)}

a
storagc ar<d Cistribution of Source Plasme. {21
i

n that:

a} the S095 for collecticn ardd prucessin Y OF units oosicive for tho
Hepatitis [ Surrface Antigen (HGsig) and/or antibodies to tha Huunan
Imncdeficiency Virus (Anti-Hiv-1) doss not include instructions
for ths prooer handling and shirment of potentizally hazardcous
material.

b) thcre is no SOP covering the thawing rofreezing, and

relabsling of
broken bags

EROLAEr :icenacd

Fajlure to Report Changes

Fajlure to notify the Centor for ulo‘oglc: tvaluation and Yesearch
erior to a July 18, 19$53 shipmént of

Kown b
positive for anti-Hiv-3 to = consignee *
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Universal Reagents, Inc.
Indianapcolis, IM 45202

Factor N, - 52 oo <553, thes
were relabelad and transshipped failsd Lo include the name and
agdraess of the collection facility. In accordance vith

21 CFR 616.63 and 21 CFR 896.121(k) the label must include the
noee, address ard licenze number of @ll establistmonts
parcicipating in the manufecturing procasss.

Labeiing

e are aware that vour firm reccived an Qctcber 26, 1985 letter From the
Center for Bilolegicc Evaluation and Research granting approval to ship
anti-HIV-1 positive units to George Xing Sicmedic2l Inc. Pleasc be
advised that you must receive approval frow tie Center for Biologics
prior to shimment of anti-2Iv-1 positive units to any consignze not
included in your license amnendment.

The above listed violations are nob intended to he ali~irclusive. It is
‘your rasponsibility as Responsible Head, . as defined in 21 CFR 600.10(a),
to assure adnerence to cach reoquirement of the federal ragulationg. W

requiest that you take prapt action to correct thesa deviations.

Pilease rezspond within thirty (30) davs of receipt of this letter with a
surmaary of the corrsctive measures you have taken to address the noted
deviations. Please direct your written response to Ms. Sandra Williams,
Campliance Officer, Food and Drug Adwinistration, Dotroit District, 1560
Exst Jefferson Rvenue, Detroit, MI 48207.

Sincerely yours,

John{ P, Dampeter
Director Campliance Bren
Detroit District
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